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DETAILED ACTION 

Claim Objections 

Claims 80 and 89 are objected to because of the following informalities: It has 
not been clearly established as to how the deflection wire is connected to the distal end 
of the distal portion of the guidewire or stylet in the claim. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 80-89 is rejected under 35 U.S.C. 103(a) as being unpatentable over 

Cragg (US 6315789) in view of Hammerslag et al. (US 5308324). Cragg discloses a 

system fully capable of placing an electrical lead having an electrode assembly in a 

patient (column 7, lines 20-30), the system comprising: a guide wire 54 or stylet 

including a proximal portion and a distal portion, an electrode retention member (via 22, 

34, etc.) fully capable of being adapted to temporarily couple the electrode assembly to 

the guide wire 54 or stylet, the proximal portion 30 extending proximal to the electrode 

retention member (such as 22, 34) and the ataumatic distal portion 32 extending distal 

to the electrode retention member, and an elongate introducer (such as 18) including a 

lumen having a diameter sufficient to receive the proximal portion of the guide wire 54 
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or the stylet. In addition, Cragg discloses an inner liner 70/74 that may function as a 
deflection wire coupled to a distal portion of the guide wire 54. Based on the applicant's 
specification, the guide wire could also be designated as 18 and the deflection wire as 
70/72. Hammerslag et al. also teaches a deflection wire 28 coupled to a distal end of 
the distal portion of the guide wire 10 (see Figures). Therefore, it would have been 
obvious to a person having ordinary skill in the art at the time of the invention to include 
a coupled connection between a deflection wire and guide wire for this type of system 
as taught by Cragg and Hammerslag to create a well balanced steering system. 

As for claim 81, Cragg discloses that as applied to claim 80 as well as a delivery 
device that is steerable. Applicant has not recited structure that would establish 
steerability that would define over that disclosed by Cragg. 

Regarding claim 82, Cragg also discloses that as applied to claim 80 as well as 
an atraumatic distal portion is that is shapeable. The scope of this claim is broad and it 
has not been established when in the manufacturing process that the device is 
shapeable. The claim does not require the tip to be bendable during use. Thus the 
device is shapeable and is fully capable of being shaped. 

Regarding claim 83, Cragg discloses that as applied to claim 80 as well as an 
electrode retention member (22, 34) that has an outer surface adapted to form a press 
fit with an inner surface of a tubular portion of the electrode assembly to temporarily 
couple the electrode assembly to the guide wire 18 as shown in Figure 8. 

Regarding claim 84, Cragg discloses that as applied to claim 80 as well as an 
electrode retention member that is a polymeric plug (column 10, lines 40-60). Cragg 
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discloses the use of polymers, and it can be broadly and reasonably interpreted to be a 

"plug." 

Regarding claim 85, Cragg discloses that as applied to claim 80 as well as an 
electrode retention retention member that is fully capable of rotation when mounted 
upon the delivery system. 

Regarding claim 86, electrode assembly that would necessarily include an 
elongate lead extending proximally therefrom, and a diameter of the introducer lumen 
that is sufficient to slidably engage the lead (column 7). 

Regarding claim 87, Cragg discloses a system as recited in claim 87, but does 
not explicitly recite a distal tip of the introducer that includes a nesting taper to aid in 
alignment of the electrode assembly for dislodging the electrode assembly. However, 
the tip of Cragg can be considered an equivalent since the function of dislodging the 
electrode is equally performed. Therefore, it would have been obvious, if not inherent, 
to substitute one type of tip for another. 

Regarding claim 88, Cragg discloses that as applied to claim 80 as well as a 
distal tip of the introducer that is radiopaque (column 10, lines 40-60). 

Response to Arguments 

Applicant's arguments filed June 28, 2005 have been fully considered but they 
are not persuasive. 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
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(i.e., deflection wire connection to guide wire) are not recited in the rejected claim(s). 
Applicant hasn't clearly claimed the specifics of how the guide wire connects with the 
deflection wire as well as any other specific features in relation to these two wires that 
provides a new result or unexpectedly solves any new problem in the art over the prior 
art. Although the claims are interpreted in light of the specification, limitations from the 
specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 
USPQ2d 1057 (Fed. Cir. 1993). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: US 6671560, US 6408213, US 6192280, US 6456889, and US 
5593433 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andrew M. Bunin whose telephone number is (571)272- 
4801. The examiner can normally be reached on Monday - Friday, 8 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on (571)272-4791. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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